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Dear Members of the Management Branch: 

The proposed rules for “suitability determination for donors of human 
cellular and tissue-based products” in the September 30, 1999, Federal 
Register are unrealistic and detrimental to patient care, without enhancing 
the safety of the procedure in question. 

Oocyte donation with noncryopreserved oocytes and embryos has been a 
standard practice around the world. To my knowledge, there is not a 
single documented case of viral transmission via cryopreserved oocytes. 
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Standard precautions already in use include testing of the oocyte donor for 
HIV, CMV, hepatitis B antigen, and hepatitis C antibody within one year 
prior to oocyte donation. As noted, with this screening there are no 
documented cases of viral transmission to my knowledge via the fresh 
oocytes. Flu&err, it is not at all clear whether oocytes c.an even transmit 
viruses in clinically significant quantities to a recipient and cause resulting 
infection. 
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The cryopreservation of embryos in virtually all hands has resulted in 
decreased pregnancy rates. The decrease in pregnancy rates and the six- 
month delay in embryo transfer proposed in the Federal Register further 
increases the cost and decreases the chance for conception for these 
unfortunate couples. Donor egg recipient is already an expensive process, 
rarely covered by insurance. This unrealistic proposal makes the chances 
of success less and unacceptably increases the delay for patients. 
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One solution would be to simply cryopreserve donor oocytes which are 
fertilized with donor sperm and create a “embryo bank.” However, this 
process would deprive the couple of the opportunity for a pregnancy 
fathered by the husband’s sperm. This would be unacceptable for the 
majority of our patients. 

My strong recommendation is that the FDA postpone a decision on this 
matter until sufficient scientific data are available to indicate a clear-cut 
risk. 

Please feel free to contact me if I can provide further information 

Sincerely, 

Wayne S. Maxson, M.D. 
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